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FRE304E7 A 6 RITHTMBEKRXSHE CLT, ThIHRE) Lvwd,) 2
FRRIERT CRIE L TWARERIZ, £ MCH L TRBAMRHZ EENEN
-=FRYVAFAT IV (AT, INDMA &0 35,) ARIBENEZ L &ZiT,
A ABERET 2B M ELEEDO VYL Z 6 TA] T BEER L-EAF
LELEN, ABROFOEOHGRAIZILTOLEY TTOT, BMbELE
T | :

1. B '

TR 30 £F7TA6RICHTHRUER, FE DGR [Zhejiang Huahai
Pharmaceutical Co.,Ltd. (BATF. MHuahai] &V 5,) ITRIELTWA/ L
NEDREITBWT, NDMA B Sz Z & 2%17. RAERBERE Y S
SNV FZ o 8ETAA] (20mg, 40mg, 80mg, 160mg) @ HEERZFTVE L,
B, BN TYZRELFER L TREL TV ARAIL, T RESRERRE
THANVYFNVE VEETAIDHTT,

2. RRIIZS>WT

Huahai Iz & 3 & SAHALZ L OFEEDOSRIEE T NDMA RBIERD E LT
ERSNELHEESNTEY, BHEMHICH NDMA EROTEEIZHZ LV IE
REENOEMENLTEVTEY £,

3. HTOBIEERMEIRFET B/ VY F EEMAA T D NDMA D& RIZHOWVWT
T MBI N/ERRBRREWE T GC/MS BBIT L 0 S %17 o 7o R £ BA)



BROVEEFIZEENS NDM OSBIIUTDOEEY TLE,

20mg BEH : 0.7~1. 1ug. 40mg §E : 1.5~2.Tpug
80mg £ : 3.1~5.3 g, 160mg FEF : 5.1~10.Tu g
JEHEA : 36~T74ppm

ek, HTHMREKIIELICBWTLFHORRE LTHPLCEIZX W ot %
ToTHEH, F£RAPIZEENS NDMA DGREIFZLUTOLEEY TLE,

20mg $EP : 1.2~2. 1 g, 40mg $EF : 2.4~4. 4 g
80mg HEH : 3.9~8.0u g, 160mg FEF : 7.6~12u ¢

INEREE L. T HRERCEATBHE TIE, ThETICHRRAZRA
ENTHFDEBE~DEZIZOWTHREFMZIToTWNDE LI A5TY,

ek, BRMERRT (BMA) Tix, WERZRFHE & LT, NDMA % 60ppm &7H
TAHREXAWTRESN AV Z K% 1R 320mg™', 7 ERMRA L
BT 725A1T, 5000 AT 1 ADRAEEZORBICLVBRICHAZRIET S
BEDOYR7 LEELTEY 7,

1 AAOEKEEREIT1 A 160mg

2% URL :

http://www. ema. europa. eu/ema/index. jsp?curl=pages/news_and_events/n
ews/2018/08/news_detail 003000. jsp&mid=WC0b01ac058004d5c1

F/-, TAVABRREERF (FDA) Tk, EMREN =S F o RiHF %
1 B 320mg, 4 4RBIRA LT 7=5& 12, 8000 A2 1 ARAEZFDRBEITEY
WREICHRAZRIETHAREDOY A7 LHELTEY £,

%% URL :

https://www. fda. gov/Drugs/DrugSafety/ucm613916. htm?utm_campaign=FDA
%20updates%20recal led%20val sartan—

containing%20product%20information%20to%20incorporateh20recal 1s%200f%

20certain&utm_medium=email&utm_source=Eloqua

4. ZOMO VP NLF CBIFZONT

4+ TiX. Huahai LAAF O ®WERTIC B W T H . Zhejiang Tianyu
Pharmaceutical Co.,Ltd. , Hetero Labs Limited ., Zhuhai Rundu
Pha.rmaceutical Co.,Ltd. THRIEE NI SN F o DOEEIZISV T, NDMA A



BHENEZ 22T YEFEELFER L TV ARFADOEIRATTHORTWSE
N ET,

(1) Zhejiang Tianyu Pharmaceutical Co.,Ltd. (BAF, [Tianyul &\5,)
2LV T .
RADIIZRNT, 1 8y MW THRERMAPIC NDMA R Shic/e X
ey OB TOIVE LT,
Z% URL:
https://www. bfarm. de/SharedDocs/Pressemitteilungen/DE/2018/pm8—
2018. html; jsessionid=CB1BD8F2D9653C93CE42432CDESBD38B. 2_cid329

HAEICHBWT, Tianyu TREINTZAAVVALZ U OFEEEZFERALTWVWS
®FNL, SAFALFZ b (43I 757] (20mg, 40mg, 80mg. 160mg)., ~S/LH /L
ZubE (/7 4] (20mg, 40mg, 80mg, 160mg)., /S AH U8 [H T A |

(20mg, 40mg, 80mg, 160mg) *2, /NP /& U8 [F—/~TF ] (80mg) *2, N
LY Z 8 TDSEP] (80mg) *2, 777 4 FEASETT,

M2 MBFEAEA L TRENST IS RNETETRH M, JhE THEIKRE L REIR
vy,

Tianyu TREES NSV Y AV U ORERCEHRRREZER LZRADR S
T Z DRGNSV CTESLER L& ME A IERTIC TOT 21T - 7o R F . NDVA
FRH S TOEEA (REORHRS 0. 2ppm, WFH O HRSA 0. 1ppm) . F
7o, BEEEOFEFEANFTEATH 2 2 —THERASHITBNT, ZhF
TERICHE LEFREDOETOR Yy MZOWTHITE{To 72/ R TH. NDMA
RS TOWEEA (BRHFES 0. 1ppm),

(2) Hetero Labs Limited (LA, [Heterol &V ¥9,) IZ2W\WT
KETRARSPIZNMA R =720, BIRAIThE L,

2% URL:

https://www. fda. gov/Safety/Recalls/ucm616405. htm?utm_campaign=FDA%2

Qupdates%20recalled%20valsartan-

containingh20product%20information%20to%20incorporate%20recalls%200f%

20certain&utm_medium=email&utm_source=Eloqua

FEREITBWT, Hetero TELEE NNV L Z o DOFRFERFEHR L TRIE
SNTEEERBIIZINETHY THA,

(3) Zhuhai Rundu Pharmaceutical Co.,Ltd. (LLF. TRunduj &u 5,) (T
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B CTRAEMSFIC NDMA R s v/, BEIRAIThhvE L7,

2% URL :
https://consumer. fda. gov. tw/GMPList/ProductList. aspx?nodeID=533

HAREITHV T, Rundu THREE SN AV E v OFREEZHE A L il
NEEERKIIZNETHY EHA,

¥, 2. TrRLEHERRZEE 2. BEROETO LV E CBRIE OR
EHEPHRLTEY ., NDMA BB ENALTALE o ORGEHE S R L
T. FRUSD S & BIFNT DT L NDMA O A= 5 D AT REME 13 4B U R EE
BHNbOEEZXZTEBY 7,

5. HTHRENELERTET D2V LE VB TAAZRA S TS HF~D%f
T2 T

EMA Tid, MR & 2> TWA/ VLV Z CBAIORMIC X 2 RIRFRY 72 Y
Z 71373 < ERREA IS e < YERADIRMAEZ Ik LgvwE 5 EER
BEiToTEY X7,

%72, FDA TIXEATCEAIRN D b DER DERLTRRE T EDEER2ESND
FCIT, YEBBORMAEZHEITDEIIFUNTTEY £, '

EARICBWT, HTnRERREEIRFET S50V U8 TAA) ZIRAL T
WBFIZOEE LTI, ZDMD SV Z o RIFI~DE) ) 3 2 BB 2256
IZoWT, ER, FERIEHCHR L TEL X5 BmFBEVLET,

BB, HTHrRENRGERTE T2V VY C8E TAA 12, ERL304F4 A
ICEMEIBRENTEY., FE6 AICAREBHINTEY 4, 7=, BIRDOR
PIZOWTIE, FERK304E8 A 21 RICEINAEKRTLTEY 7,



